the capacity of one or both of the antibodies to be exceeded, illustrated by a rightward shift of the standard curve, the consequence of a reduction in signal. However, recovery of exogenous hFSH from sera of hypothyroid subjects containing varying concentrations of hTSH [3*8-230mU/L] gave a mean value of 101.3% [range 80-0-123.4) and indicated absence of significant cross reactivity by endogenous hTSH. The hTSH standard employed in these studies must therefore have contained substances, not present in serum, which were capable of binding to one of the antibodies and causing a reduced signal in the hFSH IRMA. We conclude that an unidentified component of the hTSH standard, possibly a pituitary glycoprotein sub-unit, is responsible for this effect.
These data emphasize that appropriate recovery experiments are required to validate specificity in immunometric assays and that the composition of the standard material used for these experiments is an important factor. M G MCCONWAY Author's reply I am grateful to Dr van Dalen for his helpful comments which are, in part, explained by the lengthy gestation of the original review. This review was aimed at clinical biochemists who are not expert in the application of tumour markers but who find themselves confronted with a vast, confusing amount of literature and an expanding range of products. The emphasis within the review was one of caution. The criteria of response have often been illdefined or omitted from articles on tumour markers, and we sought to stress their importance by quoting those in use in one of our laboratories at the time of writing. I support the recent move towards unified criteria that can be understood internationally, and trust that this will reduce some of the current confusion.
The classification of any one tumour marker as being 'established' is by its very nature subjective. By omitting CA 125, NSE and CA 15-3 from the review, we did not imply that these markers do not have a useful role in specific clinical situations, but rather that they had not gained widespread use in clinical biochemistry laboratories in the UK. Unlike PSA, which is now widely used, these other markers are performed largely by laboratories working in close association with specialist clinical units where there is overlap between clinical trial and routine management. I am prepared to accept that CA 125 has become 'more established' in the UK during the past 2 years and that NSE and CA 15-3 are moving in that direction.
G H BEASTALL
